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UNITED STATES PATENT AND TRADEMARK OFFICE 

Examiner: Not Yet Assigned Art Unit: 
Re: Application of: Benjamin OSHLACK, et al. 

Serial No.: Not Yet Assigned 

Filed: Herewith 

For: TAMPER-RESISTANT ORAL OPIOID 

AGONIST FORMULATIONS 

INFORMATION DISCLOSURE STATEMENT 

Commissioner for Patents November 4, 2003 

P.O. Box 1450 
Alexandria, VA 22313-1450 

Sir: 

In accordance with Applicant's duty of disclosure under 37 C.F.R.§ 1.56 and the 
provisions of 37 C.F.R. §§ 1.97 and 1.98, Applicants hereby make of record the documents listed 
on the accompanying Forms PTO-1449, which is a copy of the Forms submitted in connection 
with the parent application, US Serial No. 09/781,08, for consideration by the Examiner in 
connection with the examination of the above-identified patent application. 

Applicants also respectfully advise the Examiner of the following issued U.S. patents and 
co-pending U.S. patent applications which are commonly assigned to the owners of the instant 
application: 

U.S. Patent Application Serial No. 10/244,783, "OPIOID AGONIST/ANTAGONIST 
COMBINATIONS", filed September 1 6, 2002, which is a continuation application of 
U.S. Patent Application Serial No. 09/815,167, "OPIOID AGONIST/ANTAGONIST 
COMBINATIONS", filed March 22, 2001, now U.S. Patent No. 6,475,494, issued on November 
5, 2002, which is a continuation application of U.S. Patent Application Serial No. 09/218,662, 
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"OPIOID AGONIST/ANTAGONIST COMBINATIONS", filed December 22, 1998, now U.S. 
Patent No. 6,277,384, issued on August 21, 2001. 

U.S. Patent Application Serial No. 09/992,936, "OPIOID AGONIST/OPIOID 
ANTAGONIST/ACETAMINOPHEN COMBINATIONS", filed November 5, 2001, which is a 
continuation application of U.S. Patent Application Serial No. 09/503,020, "OPIOID 
AGONIST/OPIOID ANTAGONIST/ACETAMINOPHEN COMBINATIONS", filed February 
11, 2002, now U.S. Patent No. 6,375,957, issued on April 23, 2002, which is a continuation-in- 
part of U.S. Patent Application Serial No. 09/218,662, "OPIOID AGONIST/ANTAGONIST 
COMBINATIONS", filed December 22, 1998, now U.S. Patent No. 6,277,384, issued on August 
21,2001. 

U.S. Patent Application Serial No. 09/815,162, "METHOD OF PREVENTING ABUSE 
OF OPIOID DOSAGE FORMS", filed March 22, 2001, which is a continuation application of 
U.S. Patent Application Serial No. 09/218,663, "METHOD OF PREVENTING ABUSE OF 
OPIOID DOSAGE FORMS", filed December 22, 1998, now U.S. Patent No. 6,228,863, issued 
on May 8, 2001. 

U.S. Patent Application Serial No. 09/781,076, "CONTROLLED-RELEASE 
COMPOSITIONS CONTAINING OPIOID AGONIST AND ANTAGONIST", filed February 8, 
2001, pending. 

U.S. Patent Application Serial No. 10/199,972, "PHARMACEUTICAL 
COMBINATIONS OF OXYCODONE AND NALOXONE", filed July 18, 2002, pending. 

U.S. Patent Application Serial No. 10/213,919, "OPIOID AGONIST FORMULATIONS 
WITH RELEASABLE AND SEQUESTERED ANTAGONIST", filed August 6, 2002, pending. 
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U.S. Patent Application Serial No. 10/214,408, "SEQUESTERED 
ANTAGONIST FORMULATIONS", filed August 6, 2002, pending. 

U.S. Patent Application Serial No. 10/213,921, "PHARMACEUTICAL 
FORMULATION CONTAINING OPIOID AGONIST, OPIOID ANTAGONIST AND 
BITTERING AGENT", filed August 6, 2002, pending. 

U.S. Patent Application Serial No. 10/214,409, "PHARMACEUTICAL 
FORMULATION CONTAINING OPIOID AGONIST, OPIOID ANTAGONIST, AND 
IRRITANT", filed August 6, 2002, pending. 

U.S. Patent Application Serial No. 10/214,413, "PHARMACEUTICAL 
FORMULATION CONTAINING OPIOID AGONIST, OPIOID ANTAGONIST AND 
GELLING AGENT", filed August 6, 2002, pending. 

Pursuant to 37 C.F.R. § 1.98 (a)(2)(iii) the Examiner's attention is directed to 
Exhibit A attached herewith which contains the following: 

(i) specifications and claims for pending application serial nos. 09/781,076; 
10/199,972; 10/213,919; 10/214,408; and 10/213,921; 

(ii) claims of pending application serial no. 10/244,783, which has the same 
specification as U.S. Patent No. 6,277,384, listed as reference AB on the Form PTO 1449 
submitted with the Information Disclosure Statement of November 7, 2001; 

(iii) claims of pending application serial no. 09/992,936, which has the same 
specification as U.S. Patent No. 6,375,957, listed as reference LD on enclosed Form 
PTO- 1449; 
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(iv) claims of pending application serial no. 09/815,162, which has the same 
specification as U.S. Patent No. 6,228,863, listed as reference AA on the Form PTO 1449 
submitted with the Information Disclosure Statement of November 7, 2001; 

(v) claims of pending application serial nos. 10/214,413; and 10/214,409, which 
have the same specification as that of application serial no. 10/213,921, mentioned above 
in paragraph (i). 

This Information Disclosure Statement is filed under 37 C.F.R. § 1.97(b) before 
the mailing of a first Office Action on the merits. Accordingly, it is believed that no fee 
is due. However, if it is determined that any additional fee is due, the Examiner is 
authorized to charge said fee to Attorney Deposit Account No. 50-0552. 


DAVIDSON, DAVIDSON & KAPPEL, LLC 
485 Seventh Avenue, 14th Floor 
New York, New York 10018 
(212) 736-1940 


ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /J.H.A.A./ 


Respectfully submitted, 
DAVIDSONJ0?WIDS< 
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AP 

Translation of previously submitted German patent application DE 43 25 465 


AQ .. 

Alvarez-Fuentes, et al., "Effectiveness of Repeated Administration of a New Oral Naltrexone Controlled-Release System on Morphine 
Analgesia"; J. Pharm Pharmacol (2001), 53; pg. 1201-1205 


AR 

Alvarez-Fuentes, et al., "Preclinical Study of an Oral Controlled Release Naltrexone Complex in Mice"; J. Pharm Pharmacol (2000), . 
52; pg. 659-663 
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BC 

Archer, Sydney; "Historical Perspective on the ChemistTy and Development of Naltrexone"; Naltrexone: Research Monograph 28 
(1980) . - 
pg. 3-9 


BD 

Baum, et al., "The Impact of the Addition of Naloxone on the Use and Abuse of Pentazocine"; Public Health Reports (1987) Vol. 102, 
No. 4 pg. 426-429 


BE 

Rapaka, et al., "Discovery of Novel Opioid Medications"; NIDA Research Monograph 147 (1 995) pg. 53-83 • 


BF 

Bloom, et al., "Clinical Studies with Naloxone/Methadone in a Ratio of 1 :20"; 5 1 * National Conference on Methadone Treatment 
(1973) Vol 2, pg. 1342 - 1349 


BG 

Blachly, M.D.,' "Naloxone in Opiate Addiction"; Current Psychiatric Therapies (1 976) pg. 209-21 3 


BH 

Briscoe, et al., "Methoclocinnamox: Time Course of Changes in Alfentanil-Reinforced Responding in Rhesus Monkeys"; 
Psychopharmacology (2000) 148: pg. 393-399 


BJ 

Abstract of Bromm, et al., "A Sensitive Method to Evaluate Effects of Analgesics in Man"; Meth and Find Exptl Clin Pharmacol 5 (8) 
(1 983) pg. 545-551 


BJ 

Bullingham, et al., "Clinical Pharmacokinetics of Narcotic Agonist-Antagonist Drugs", Clinical Pharm. (1983) 8: 332-343 


BK 

Calimlim, et al., "Effect of Naloxone on the Analgesic Activity of Methadone in a 1:10 Oral Combination"; Clin Pharmacol and Thera 
(1974) Vol. 1 5; No. 6 pg. 556-564 


BL 

Caruso, et al., "Methadone and Naloxone in Combination (Naldone®) for the Treatment of Heroin Addicts"; Bristol Laboratories, pg. 
1336-1341F 


BM 

Chemy, Nathan 1., "Opioid Analgesics"; Drugs (1996) May: 51 (5) pg. 713-737 


BN 

Chiang, et al., "Clinical Evaluation of a Naltrexone Sustained-Release Preparation"; Drug and Alcohol Dependence (1985) 16, pg. 1-8 


BO ' 

Chiang, et al., "Kinetics of a Naltrexone Sustained-Release Preparation"; Clin. Pharmacol Thera (1984) Vol. 36, No. 5, pg. 704-708 


BP 

Comer, et al., "Depot Naltrexone: Long-lasting Antagonism of the effects of heroin in humans"; Psychopharmacology (2002) 159; pg. 
351-360 


BQ' 

Crabtree, et al., "Review of Naltrexone, a lone-acting opiate antagonist"; Clinical Pharmacy, Vol 3 (1984) pg. 273-280 
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CC 

Crain et al., "Antagonists of excitatory opioid receptor functions enhance morphine's analgesic potency and attenuate opioid 
tolerance/dependence liability"; Dept. Of Neuroscience, Albert Einstein College of Medicine, Pain 82 (1999) pg. 1-11 


CD 

Crain et al., "Antagonists of excitatory opioid receptor functions enhance morphine's analgesic potency and attenuate opioid 
tolerance/dependence liability"; Dept. Of Neuroscience, Albert Einstein College of Medicine, Pain 84 (2000) pg. 121-131 


CE 

Fink, et al., "Naloxone in Heroin Dependence", Clin Pharm and Therapeutics, Vol 9, No. 5; pg. 568-577 


CF ■ 

Fishman, et al., "Disposition of Naloxone-7,8- 3 H in Normal & Narcotic-Dependent Men"; J. of Pharm. and Experimental Therapeutics 
(1973) Vol 187, No 3, pg. 575-580 


CG 

Eraser, Albert D., et al., "Clinical Toxicology of Drugs Used in the Treatment of Opiate Dependency"; Clinical Toxicology I, (1990) 
VollO, No. 2, pg. 375-386 


CH 

Freye, et al., "Effects of Tramadol and Tilidine/Naloxone on Oral-Caecal Transit & Pupillary Light Reflex"; Arzneim.-Forsch/Drug 
Res. 50 (I) (2000) pg. 24-30 


CI . 

Fudala, et al., "Effects of Burpenorphine and Naloxone in Morphine-Stabilized Opioid Addicts"; Drug and Alcohol Dependence 50 
(1998) pg. 1-8 


CJ 

Fudala, et al., "Human Pharmacology and Abuse Potential of Nalmefene"; Clin Pharm and Thera (1991) Vol 49, 3, pg. 300-306 


CK 

Gal, et al., "Prolonged Blockade of Opioid Effect with Oral Nalmefene"; Clin Pharmacol Ther. (1986) pg.-537-542 


CL 

Gerra, et al., "Clonidine and Opiate Receptor Antagonists in the Treatment of Heroin Addiction"; J. Substance Abuse Treatment (1 995) 
Vol 12, l,pg. 35-41 


CM 

Ghodse, et al., "Opioid analgesics and narcotic antagonists"; Side Effects of Drugs (2000) Annual 23, Ch. 8, pg. 96-1 13 


CN 

Glatt, William, M.D. FACP, "A New Method for Detoxifying Opioid-Dependent Patients"; J. Substance Abuse Treatment (1999) Vol 
17, No 3, pg. 193-197 


CO 

Gold, et al., "Rapid Opioid Detoxification during General Anesthesia"; Anesthesiology (1999) Vol 91, No 6, 1639-1647 


CP 

Greenwald, et a)., "Comparative Clinical Pharmacology of Short-Acting Mu Opioids in Drug Abusers"; J. Pharm. and Experimental 
Therapeutics (1996) Vol 277, No 3, pg. 1228-1236 
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DC 

Gupta, el al., "Morphine Combined with Doxapram or Naloxone"; Anaesthesia (1974) Vol 29 pg. 33-39 


DD 

Rich'ter, et al., "Clinical Investigation on the Development of Dependence during Oral Therapy with Tramadol"; Arzniem-Forsch/Drug 
Res. 35 (No II) (1985) pg. 1742-1744 


DE 

Rosen, et al., "Effect of Clonidine Pretreatment on Naloxone-Precipitated Opiate Withdrawal"; J. ofPharm. and Experimental Ther. 
(1996) Vol 276, No 3, pg. 1 128-1 135 


DF 

Rosen, et al.., "The effect of lamotrigine on naloxone-precipitated opiate withdrawal"; Drug and Alcohol Dependence (1998) Vol 52, 
pg. 173-176 


DG 

Rosen, et al., "A pilot study of dextromethorphan in naloxone-precipitated opiate withdrawal"; European J. of Pharm. (1996) Vol 307, 
pg. 251-257 


DH 

Schuh, et al., "Buprenorphine, Morphine and Naloxone Effects during Ascending Morphine Maintenance in Humans"; J. of Pharm. 
and Experimental Ther. (1996) Vol 278, 2, pg. 836-846 


Dl 

Schuh, et al., "Onset, magnitude and duration of opioid blockade produced by buprenorphine and naltrexone in humans"; 
Psychopharmacology(1999) Vol 145, pg. 162-174 


DJ ■ 

Stevens, et al., "Nonspecific Excitatory Effects of Morphine: Reverse-Order Precipitated Withdrawal and Dose-Dose Interactions"; 
Psychopharmacology (1981) Vol 75, pg. 210-211 


DK 

Stine, et al., "Reduction of Opiate Withdrawal-like Symptoms by Cocaine Abuse during Methadone and Buprenorphine Maintenance"; 
Am. J. Drug Alcohol Abuse (1994) Vol 20, (4), pg. 445-458 


DL 

Stine, et al., "Use of Drug Combinations in Treatment of Opioid Withdrawal"; J.,of Clinical Psych. (1992) Vol 12, No. 3, pg. 203-209 


DM 

Stoller, et al.; "Effects of buprenorphine/naloxone in opioid-dependent humans"; Psychopharmacology (2001 ) Vol 1 54, pg. 230-242 


DN 

Strain, etal., "Acute effects of buprenorphine, hydromorphone and naloxone in methadone-maintained volunteers"; J. of Pharm. and 
Experimental Ther. (1992) Vol 261 , No. 3, pg. 985-993 


DO 

Strain, et al., "Effects of burprenorphine versus buprenorphine/naloxone tablets in non-dependent opioid abusers"; 
Psychopharmacology (2000) Vol 148, pg. 374-383 


DP 

Strain, et al., "Precipitated Withdrawal by Pentazocine in Methadone-Maintained Volunteers"; J. of Pharm. and Experimental Ther. 
(1 993) Vol 267, No 2, pg. 624-634 


DQ 

Tai, et al., "Naltrexone: An Antagonist Therapy for Heroin Addiction"; NIDA (1997) 5 pages 


DR 

Umbricht, et al., "Naltrexone shortened opioid detoxification with buprenorphine"; Drug and Alcohol Dependence (1999) Vol 56, 
pg. 181-190 
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Wang, et al., "Inverse agonists and neutral antagonists at p. opioid receptor (MOR): possible role of basal receptor signaling in narcotic 
dependence"; .1. of Neurochemistry (2001) Vol 77, pg. 1590-1600 
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Way, et al., "Responsivity to Naloxone during Morphine Dependence"; Annals New York Academy of Sciences, pg. 252-261 


EF 

Weinberg, et al., "Sublingual absorption of selected opioid analgesics"; Clin Pharm Ther (1988) Vol 44,No3,pg. 335-342 
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Wells, et al., "In Vivo Pharmacological Characterization of SoRJ 9409, a Nonpeptidic Opioid p-Agonists/6-Antagonist that Produces 
Limited Antinociceptive Tolerance and Attenuates Morphine Physical Dependence", J. Pharm and Exper. Thera. (2001) Vol 297, No 2, 
pg. 597-605 


EH 

Wodak, Alex, "Drug Treatment for Opioid Dependence"; Australian Prescriber (2001 ) Vol 24, No 1 , pg. 4-6 


El 

Wright, et al., "Acute physical dependence in humans, repeated naloxone-precipitated withdrawal after a single-dose of methadone"; 
Drug and Alcohol Dependence (1991) Vol 27, pg. 139-148 j 


EJ 

Zhu, et al., "Naltrexone-precipitated morphine withdrawal in infant rat is attenuated by acute administration of NOS inhibitors but not 
NMDA receptor antagonists"; Psychopharmacology (2000) Vol 1 50, pg. 325-336 


EK 

Han, et al., "Mucoadhesive buccal disks for novel nalbuphine prodrug controlled delivery: effect of formulation variables on drug 
release and mucoadhesive performance"; International J. of Pharm (1999) Vol 177, pg. 201-209 


EL 

Handal, et al., "Naloxone"; Annals of Emergency Medicine (1983) Vol 12:7, pg. 438-445 


EM 

Harris, et al., "Buprenorphine and naloxone co-administration in opiate-dependent patients stabilized on sublingual buprenorphine"; 
Drug and Alcohol Dependence (2000) Vol 61 , pg. 85-94 


EN 

Hawkes, et al., "Effect of an enteric-release formulation of naloxone on intestinal transit in volunteers taking codeine"; Aliment Pharm 
Ther (2001 ) Vol 1 5, pg. 625-630 


EO. ' 

Hogger, et al., "Comparison of tilidine/naloxone, tramadol, and bromfenac in experimental pain: a double-blind randomized crossover 
study in healthy human volunteers"; International J. Ciin Pharm and Ther (1999) Vol 37, No 8, pg. 377-385 
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